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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of Group II, claims 1, 10-14, 16, 17, 19, 20, 24, 32, 
and 43-47, in the reply filed on 3/30/07 is acknowledged. 

Claims 33-42 are withdrawn from further consideration pursuant to 37 CFR 1.142(b) as 
being drawn to a nonelected inventions, there being no allowable generic or linking claim. 
Election was made without traverse in the reply filed on 3/30/07. 

Specification 

The disclosure is objected to because of the following informalities. The specification at 
page 27, line 3, fails to fully comply with 37 CFR 1.821(d), requiring that amino acid sequences 
be identified by their assigned SEQ ID NO. Since this sequence is part of a larger sequence, the 
amino acid sequence should be identified by the residue numbers in the assigned SEQ ID NO, 
e.g. -amino acids 47-50 of SEQ ID NO: 4--. 

Appropriate correction is required. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1, 11-13, 16, 17, 19, 20, 24, 32, 43, 44 are rejected under 35 U.S.C. 102(a) as 
being anticipated by Yamano et al. (J. Gene Med. 3: 450-457, 02 Aug. 2001), as evidenced by 
Muzyczka et al., US 6,020,192. 

Yamano describes an AAV vector initially constructed by insertion of coding sequence 
for human IL-10 into Notl cleaved pTR-UF5, obtained from N. Muzyczka. Fig. 1 1 of Muzyczka 
et al. shows the structure of pTR-UF5. The resulting vector includes a CMV promoter, which has 
its own enhancer, and polyadenylation signal (a post-transcript ional regulatory signal). Yamano 
discloses virions and isolated human cells (293T) comprising the vector. See Yamano, page 45 1, 
col. 2, to page 452, col. 1 . 

With respect to claim 16, vectors having promoters that mediate expression in essentially 
all cells, e.g. a CMV promoter, meet this limitation. With respect to claim 32 to a kit, the 
presence of instructions does not constitute a limitation that distinguishes the kit from a prior art 
product lacking such instructions. In re Ngai, 70 USPQ2d 1862 (Fed. Cir. 2004). 

Claims 1, 11-13, 16, 17, 19, 20, 24, 32, 43, and 44 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Cottard et al., (Gene Ther. 7: 1930-1939, 2000). 

Cottard discloses an AAV vector comprising a CMV promoter, which includes the CMV 
enhancer, coding sequence for human IL-4 and a polyadenylation signal, which is a post- 
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transcriptional regulatory signal, as well as virions and isolated 293 cells (human) comprising the 
vector. See entire document, especially page 1935. 

With respect to claim 16, vectors having promoters that mediate expression in essentially 
all cells, e.g. a CMV promoter, meet this limitation. With respect to claim 32 to a kit, the 
presence of instructions does not constitute a limitation that distinguishes the kit from a prior art 
product lacking such instructions. In re Ngai, 70 USPQ2d 1862 (Fed. Cir. 2004). 

Claims 1, 1 1-13, 16, 17, 19, 20, 24, 32, and 43 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Flotte et al., WO 99/55564. 

Flotte discloses AAV vectors and virions, and isolated mammalian cells comprising the 
vectors. The vectors comprise a promoter, e.g. p-actin promoter, with enhancer, e.g. CMV or 
myocyte-specific enhancer, linked to coding sequence for a cytokine, such as an interleukin, 
followed by a polyadenylation signal (post-transcriptional regulatory sequence). See entire 
document, especially page 2; page 7, line 25, to page 9, line 2; page 9, line 29, to page 10, line 2; 
and Fig. 1. 

With respect to claim 16, vectors having promoters that mediate expression in essentially 
all cells, e.g. a CMV promoter, meet this limitation. With respect to claim 32 to a kit, the 
presence of instructions does not constitute a limitation that distinguishes the kit from a prior art 
product lacking such instructions. In re Ngai, 70 USPQ2d 1862 (Fed. Cir. 2004). 

Claims 1, 10-14, 16, 17, 19, 20, 24, 32, and 43-47 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Loiler et al., US 2006/02921 17. 
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The applied reference has a common inventor with the instant application, but not a 
common inventorship. Based upon the earlier effective U.S. filing date of the reference, it 
constitutes prior art under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be 
overcome either by a showing under 37 CFR 1.132 that any invention disclosed but not claimed 
in the reference was derived from the inventor of this application and is thus not the invention 
"by another," or by an appropriate showing under 37 CFR 1.131. 

Loiler discloses AAV vectors comprising an expression cassette for producing a cytokine 
polypeptide, including IL-4, IL-10, IL10(I87A), in particular the human polypeptides. The 
promoter of the cassette may be a human p-actin promoter or a promoter comprising a CMV 
enhancer, a synthetic enhancer, a liver-specific enhancer, a lung-specific enhancer, a muscle- 
specific enhancer, a kidney-specific enhancer, a pancreas-specific enhancer, or an islet cell- 
specific enhancer. The cassette also comprises a post-transcriptional regulator signal, such as a 
polyadenylation signal and additionally a woodchuck hepatitis virus post-transcriptional 
regulatory element. Loiler discloses virions and isolated host cells containing the vectors, and 
kits containing the vector, virions, cells, or compositions thereof. See entire document, especially 
Figs. 7A and 13; paragraphs 0010, 001 1, 0016, 0030-0032, 0035-0038, 0116, 01 17, and 0120; 
and Table 1. 

Claims 1, 1 1-14, 16, 17, 19, 20, 24, 32, and 43-45 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Hildinger et al., US 7,056,502. 

Hildinger describes AAV vectors, and virions and isolated mammalian cells comprising 
the vectors. The AAV vectors comprise a promoter with enhancers, e.g. CMV promoter or p- 
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actin promoter, post-transcriptional regulatory sequences, such as a polyadenylation signal and 
woodchuck hepatitis virus post-transcriptional element, and coding sequence for a cytokine, such 
as IL-4 or IL-10. See entire document, especially cols. 2-3, 8-11, 15-16; col. 6, line 52, to col. 7, 
line 27. 

With respect to claim 16, vectors having promoters that mediate expression in essentially 
all cells, e.g. a CMV promoter, meet this limitation. With respect to claim 32 to a kit, the 
presence of instructions does not constitute a limitation that distinguishes the kit from a prior art 
product lacking such instructions. In re Ngai y 70 USPQ2d 1862 (Fed. Cir. 2004). 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
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Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hildinger et al., 
US 7,056,502, as applied to claims 1, 1 1-14, 16, 17, 19, 20, 24, 32, and 43-45 above, and further 
in view of Xiao et al, US 6,329,181. 

Hildinger is described above. Hildinger teaches AAV vectors with a generic P-actin 
promoter, but not specifically a mammalian P-actin promoter. 

However, Xiao describes AAV vectors generally, and particular methods of making 
them. It teaches a variety of promoters that can be used in AAV vectors, and specifically teaches 
that the human P-actin promoter is a ubiquitous, constitutive promoter suitable for use in AAV 
vectors (col. 15, lines 53-67). 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have used the human p-actin promoter, taught by Xiao, as the p-actin 
promoter in the AAV vector of Hildinger, since Xiao taught that the human p-actin promoter was 
a suitable promoter for use in an AAV vector. See MPEP 2144.07. 

Claims 46 and 47 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hildinger et al., US 7,056,502, in view of Xiao et al., US 6,329,181, as applied to claims 1, 10- 
14, 16, 17, 19, 20, 24, 32, and 43-45 above, and further in view of PIR Acc. No. A25946 or PIR 
Acc. No. A38580. 

Hildinger and Xiao are described above. Hildinger discloses that a primary use of the 
AAV vector is for delivery of the transgene carried in the vector to a human, such as in gene 
therapy (see Hildinger at col. 16, for example). Although Hildinger discloses an AAV vector 
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expressing IL-4 or IL-10, it does not teach that the sequences the IL-4 and IL-10 should be that 
of SEQ ID NOs: 1 (human IL-10) or 3 (human IL-4). 

PIR Acc. No. A25946 or PIR Acc. No. A38580, which are disclosed in the instant 
specification on page 108 and assigned SEQ ID NOs: 3 and 1, respectively, show the sequences 
of human IL-4 and IL-10 were known in the prior art. 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made for the AAV vector to have been made to express the human IL-4 or IL-10 
shown in instant SEQ ID NOs: 1 or 3. Hildinger taught that one use of the AAV vector was for 
expression of the protein, such as IL-4 or IL-10, in a human, and the sequence for the human IL- 
4 and IL-10 was known. One of skill in the art of human gene therapy would understand that 
expression of the endogenous human protein would present fewer potential side effects than 
expression of an IL-4 or IL-10 from another organism. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Scott D. Priebe, Ph.D. whose telephone number is (571) 272- 
0733. The examiner can normally be reached on M-F, 8:00-4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach, Ph.D. can be reached on (571) 272-0739. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Scott D. Priebe, Ph.D. 
Primary Examiner 
Art Unit 1633 _ 



